United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, l'atint and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



10/684,042 



FILING DATE 



10/10/20(0 



FIRST NAMED INVENTOR 



.Torn Bullerdiek 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



48329 7590 09/08/2008 

FOLEY & LARDNER LLP 
1 1 1 HUNTINGTON AVENUE 
26TH FLOOR 
BOSTON, MA 02199-7610 



YU, MISOOK 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/684,042 


Applicant(s) 
BULLERDIEKET AL. 


Examiner 

MISOOKYU 


Art Unit 

1642 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
06/27/2008 has been entered. 

Election/Restrictions 

Claims 1-7, 11, 13, 15, 16, 18-21, 23-31, and 33-61 are pending. Claims 1-7, 11, 
13, 16, 18-21 , 23-27, 29, 31 , 33-36, and 38-61 are withdrawn for reason of record. 

Claims 14, 15, 28-30, and 37 are examined to the extent they are drawn to 
antibody binding to a protein encoded by SEQ ID NO: 12. 

Claim Objections, Withdrawn 

The objection of claims 28 and 29 under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim is 
withdrawn in view of the rejection under 35 U.S.C. 112, second paragraph, and also 
under 35 U.S.C. 101 below. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 28 and 29 are also newly rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 28 and 29 provide for the use of an antibody, but, since the claim does 
not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 28 and 29 are rejected under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in an 
improper definition of a process, i.e., results in a claim which is not a proper process 
claim under 35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 
1967) and Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 
1966). 

Claim Rejections - 35 USC § 101, Maintained 

Claims 14, 15, 28-30, and 37 are rejected under 35 U.S.C. 101 because the 
claimed invention is not supported by either a substantial asserted utility or a well 
established utility. 
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Claim 14, 15, 28-30, and 37 are drawn to an antibody that binds to a polypeptide 
encoded bySEQ ID NO: 12. 

Applicants argue the specification describes the differential expression of nucleic 
acids that have a modified expression caused by hyperplasias and/or tumors, and 
methods for measuring those expression products, such methods including the use of 
antibodies (page 1, lines 5-14). Applicant also argues the paragraph bridging pages 15 
and 16 of the specification clearly indicate that it is the detection of the differential 
expression of the particular genes useful for the invention that provide an indication of 
specific hyperplasias. Applicant argues that it is the detection of differential gene 
expression, therefore that allows for the diagnostic methods. 

These arguments have been fully considered but found unpersuasive. The 
specification does not disclose in vivo presence of the protein encoded by the instant 
SEQ ID NO: 12, let alone differential expression of the protein in any cancer. The 
specification does not disclose the structure of the protein encoded by SEQ ID NO: 12. 
Therefore, one of skill in the art would not know how to make the claimed antibody 
either. The specification does not disclose whether over-expression or under 
expression of a protein encoded by SEQ ID NO: 12 is indicative of thyroid tumor. The 
specification does not disclose whether detection of the protein by the instantly claimed 
antibody is indicative of thyroid tumor. Rather, the specification discloses 19q13 
translocation is indicative of thyroid tumor. The specification does not disclose whether 
a partial protein or fusion protein is expressed due to the breakpoint. Thyroid 
hyperplasia or tumor is result of chromosome 19q13 (about 150 kbp) translocation. 
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Thus thyroid tumor detection requires detection of chromosomal translocation, not 
detection of the differential expression of a protein encoded SEQ ID NO: 12. Neither 
the specification nor any art of record teach whether a protein encoded by SEQ ID NO: 
12 is deferentially expressed in thyroid hyperplasia or any other tumor. 

Claims 14, 15, 28-30, and 37 are also rejected under 35 U.S.C. 112, first 
paragraph. Specifically, since the claimed invention is not supported by either a 
substantial asserted utility or a well established utility for the reasons set forth above, 
one skilled in the art clearly would not know how to use the claimed invention. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU whose telephone number is 571-272-0839. 
The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MISOOK YU 
Primary Examiner 
Art Unit 1642 

/MISOOK YU/ 

Primary Examiner, Art Unit 1642 



